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DETAILED ACTION 

Receipt of Response to Election/Restriction requirement, filed 5/16/2006 is 
acknowledged. Applicant elected Group I, claims 1-9 and 18-20. 

Claim Rejections - 35 USC §112 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 18-20 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. The specification as filed does not describe 
the FKBP 12 binding compounds as recited in claims 19 and 20. Not even one such 
compound is specifically identified. As such, the artisan would doubt that Applicant 
actually had possession of the coating as claimed with such compounds as the active 
agent. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 8, 9, 18 - 20 are rejected under 35 U.S.C. 112, second paragraph, as 

being indefinite for failing to particularly point out and distinctly claim the subject matter 

which applicant regards as the invention. 
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Claims 8 and 9 recite the limitation "the surface" in claim 7. There is insufficient 
antecedent basis for this limitation in the claim. Further, it is unclear how a surface can 
be both a matrix and a mesh: For the purposes of compact prosecution, the claim will 
be interpreted to require a mesh upon which the polymer matrix is disposed. 
Clarification is requested. 

Claim 18 recites "including but not limited to" a group of materials. If the subject 
matter of the claim is not limiting, then the claim cannot be said to distinctly claim the 
invention, since it is not clear what subject matter defines the metes and bounds of the 
claim. 

Claim Rejections - 35 USC § 103 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 1, 3 - 9 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
US 5,717,030 to Dunn et al., in view of US 5,510,188 to Bosch et al., of record. 

Dunn teaches an implantable device coated with a polymer matrix coating 
(abstract). The polymer must be biodegradable, but the exemplary polymers (col. 7, 
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lines 7-21) include bioresorbable polymers such as poly lactides and non- 
bioresorbable polymers such as polycarbonates and poly(methyl vinyl) ethers. 
The polymer matrix is porous, reading on the requirement of claim 5 that it have a 
plurality of openings (col. 3, lines 56 - 54). The pores function to control the rate of 
release of the active agent. The coating is disposed on a wound dressing, such as a 
mesh (col. 4, lines 34 - 41), which is implantable. The drug is dispersed in the matrix in 
the form of nanoparticles (claim 6). 

Dunn does not teach the size of the nanoparticles. Also, Dunn teaches neither 
matrix openings (pores) of uniform size, nor the details regarding the uniformity of the 
mesh. 

Bosch teaches drug nanoparticles that are between 10 nm and 500 nm in 
diameter, and methods of making the same (abstract, claims 1 - 3). These 
nanoparticles can be manufactured from any drug (col. 4, line 54 - col. 5, line 42). The 
advantages associated with the nanoparticles of Bosch include remarkably high 
bioavailability of the drug (col. 4, lines 11 - 12). 

As such, it would be prime facie obvious to a person of ordinary skill in the art at 
the time of the invention to use the nanoparticles of Bosch in the invention of Dunn. 
The motivation to do so comes from Bosch, who teaches that the nanoparticles provide 
high bioavailability of the drug. Since Dunn calls for nanoparticulate drugs, the artisan 
would enjoy a reasonable expectation of success. Further, it would be prime facie 
obvious to a person of ordinary skill in the art at the time of the invention to vary the size 
of the pores or the mesh in depending on the intended use of the device. With regard to 
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the pores, Dunn teaches that the pores control the release rate of the active agent. 
Thus, uniformity of pore sizes would give rise to a predictable release profile, which the 
artisan would be motivated take advantage of to best treat the condition of interest. 
With regard to the mesh, the mesh of Dunn is used for wound healing, for example, and 
so the mesh-size or uniformity thereof would depend on the size and dimensions of the 
wound to be treated. The artisan would choose the appropriate mesh depending on the 
wound being treated, and would have a reasonable expectation of success. 

Claims 2 and 18-20 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over US 5,717,030 to Dunn et al., and US 5,510,188 to Bosch et al., of record as 
applied to claim 1,3-9, above, and further in view of US US 6,517,858 to Le Moel et 
al. 

The teachings of Dunn and Bosch are discussed above. 

What is lacking is a teaching of the drug of instant claims. 

Le Moel teaches the inclusion of rapamycin in an implant (claim 10) in order to 
prevent restinosis (abstract). Rapamycin is a FKBP 12 binding macrolide antibiotic. 

As such, it would be prime facie obvious to a person of ordinary skill in the art at 
the time of the invention to use rapamycin as the drug in the invention of Dunn and 
Bosch. The motivation to do so is to prevent restinosis. Since this drug is known to be 
compatible with implantable devices, the artisan would enjoy a reasonable expectation 
of success. 

Conclusion 
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The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Luo et al. "Rapamycin resistance tied to defective regulation of 
p27" in Molecular and Cellular Biology, Dec. 1996 is relied on for the teaching that 
rapamycin is a macrolide abtibiotic that binds to FKBP 12. 

No claims are allowed. No claims are free of the prior art. 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Eric E. Silverman, PhD whose telephone number is 
571 272 5549. The examiner can normally be reached on Monday to Friday 7:30 am to 
4:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward can be reached on 571 272 8373. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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